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DETAILED ACTION 

The receipt of Information Disclosure Statement dated 04/07/2006 is acknowledged. 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 13 provides for the use of the compound represented in claim 1 for 
manufacturing a therapeutic agent for pruritus, but, since the claim does not set forth 
any steps involved in the method/process, it is unclear what method/process applicant 
is intending to encompass. A claim is indefinite where it merely recites a use without 
any active, positive steps delimiting how this use is actually practiced. 

Claim 13 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Application/Control Number: 10/564,579 Page 3 

Art Unit: 1618 

4. Claim 1-6, 8- 9, and 12-13 rejected under 35 U.S.C. 102(b) as being anticipated 
by Nakai et al. WO 0214280 (hereinafter, the office action will use the corresponding 
document EP1 308440 as an English version) (Nakai). 

Nakai teaches the same compound as shown (see abstract, and page 4, lines 
1 1+ for detailed description of the compound) 




Nakai discloses that it agents which specifically inhibit PDE4 are useful in treating 
various diseases such as allergic diseases (e.g., allergic rhinitis, allergic conjunctivitis, 
seasonal conjunctivitis, atopic dermatitis, etc.), see page 2, lines 42+. Note that allergic 
rhinitis, allergic conjunctivitis, seasonal conjunctivitis cause eye pruritus as required by 
the instant claims. The compound represented by formula (I) may be administered in • 
the form of liquid compositions such as eye lotion (page 27, lines 54+) and eye ointment 
(page 28, lines 29+). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

8. Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nakai et al. WO 0214280 in view of Thomson et al. US 5756508 (Thomson) and further 
in view of Noyori et al. JP02002201 126 (Noyori). 
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Nakai has been discussed above. Nakai also discloses that the dosages are 
determined depending on age, body weight, symptom, therapeutic effect, administration 
route, duration of the treatment and the like. Generally, 1 mg to 1000 mg per adult is 
orally administered once to several times per day (page 27, lines 48+). 
Nakai is deficient in using the piperidine compound in eye drops. 

Thomson teaches that in the vast majority of cases, treatment agents are 
administered to human eyes by the application of eye drops. Eye drops are typically 
made up at a concentration of active agent between about 0.1 and 4% in the ophthalmic 
medium. The reference also discloses that adjusting is expected to be acceptable as an 
ophthalmic drop and practical in terms of known solubility and stability of piperidines 
(col. 6, lines 54+). 

It would have been obvious to one of ordinary skill in the art to make dosage form 
in the form of eye drops using the compound disclosed by Nakai because Thompson 
teaches that piperidine eye drops has good stability and the reference also teaches that 
it has a good bioavailability (col. 3, lines 4+). It is also within the skill of an artisan to 
adjust the right dose as disclosed by Nakai (page 27, lines 48+). 

Both references are deficient in disclosing a combination of piperidine and other 
drugs that treat eye allergy as require by claim 1 1 . 

Noyori teaches eye drops alleviating the unpleasant irritant eye ache at the time 
of instillation induced by sodium cromoglycate and enhancing the immediate antipruritic 
effects which an antihistaminic agent possesses to strongly suppress itchiness of the 
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eyes immediately after the instillation is provided by formulating menthol to sodium 
cromoglycate and the antihistaminic agent. 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to combine an antihistamine with the piperidine derivative 
in eye drops to relieve itching since it is known in the art that in most cases combining 
two drugs that have the same effect on a health problem would enhance their ultimate 
effect. The skilled artisan would have good expectation of treating allergic itchy eyes by 
using eye drops ointment having piperidine derivative and another drug that have an 
anti-allergic effect. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nabila G. Ebrahim whose telephone number is 571-272- 
8151. The examiner can normally be reached on 8:00AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nabila Ebrahim \ 
8/14/07 




